PATENT COOPERATION TREATY 



PCT/USOO/20400 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 

(PCT Rule 61 i) 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

20fT South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing (day/month/year) 
11 April 2002(11.04.02) 




International application No. 
PCT/USOO/20400 


Applicant's or agent's file reference 
WFU 99-35 


International filing date (day/month/year) 
27 July 2000 (27.07.00) 


Priority date (day/month/year) 
27 July 1999 (27.07.99) 


Applicant 

HART, Thomas, C. 



1. The designated Office is hereby notified of its election made: 

I X I in the demand filed with the International Preliminary Examining Authority on: 

27 February 2001 (27.02.01) 



I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X | 

□ 



was 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 





The International Bureau of WlPO 
34, chemin des Colombettes 
121 1 Geneva 20, Switzerland 

Facsimile No.: (41-22) 740.14.35 


Authorized officer 

N. Santesso 

Telephone No.: (41-22) 338.83.38 



i 



Form PCT/IB/331 (July 1992) 



US0020400 



PATENT CXX)PERATION TREATY 

PCT 



'7» ^ 



INTERNATIONAL PBELIMINARY EXAMINATION REPORT 





(PCT Article 36 and Rule 70) 


s 


Applicant's or agent's file reference 
WFU 99-35 


FOR FURTHER ACTION See Notification of Transmittal of International 
Preliminary Exammaiion Report (Form PCT/IPEA/416) 


International application No. 

PCT/US0O/204O0 


International filing date (din'/vionth/year) 
27 JULY 2000 


Priority date ( day Anontli /year) 
27 JULY 1999 


International Patent Classification (IPC) 
Please See Supplemental Sheet. 


or national classification and IPC 




/applicant ■ 

WAKE FOREST UNIVERSITY 



2. This REPOBT consists of a total of \^ sheets. 

Tliese annex es consist of a total of L/ sheets. 

This report contains indications relating to the foUowing items: " 

I Basis of the report 

n Q Priority 

m □ NoB-esteblislunent of report with regaxd to novelty, inventive step or ind»,sti-ial applicability 
IV I I Lack of unity of invention 

^ CZI ^^"^^ documents cited 

Certam defects in tlie Intemational application 
Vm Ceilain obsei-vations on tlie intemational ajjplication 



Date of submission of the demand 
27 FEBRUARY 2001 



Name and mailing address of the IPEA/US 

Conuiiissioner of Patents and Trademarks 
Box PCT 

Waahingtoii, D.C. 80231 



Facsimile No. (703) 305-3230 



Form PCT/IPEA/409 (cover sheet) (July l99S)tr 



Date of completion of this report 

27 FEBRUARY 2002 




Tel 



hone No. (703) 305,1.735 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/USOO/20400 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 



j ^ j the description: 



pages 
pages 
pages 



NONE 



NONE 



filed with the letter of 



, as originally filed 

, filed with the demand 



fx] the claims: 

pages 72-79 

pages NONE 

pages NONE 

pages 



. as originally filed 



NONE 



filed with the letter of 



as amended (together with any statement) under Article 19 
. , filed with the demand 



fxl the drawings: 



pages 
pages 
pages . 



1-9 



NONE 



NONE 



fx] the sequence listing part of the description: 

pages NONE 

pages NONE 

pages ^ NONE 



, filed with the letter of 



, as originally filed 

, filed with the demand 



. filed with the letter of 



.-,-as originally filed 

, filed with the demand 



niese elements were available or furnished to this Authori^^ in the following language which is 

□ the language of a translation furnished for the purposes of international search (under Rule n i(b)) 
□ 

the language of publication of the international application (under Rule 48.3(b)) 

□ ^^^^^^^ of the translation furnished for the purposes of international preliminao' examination (under Rules 55.2 and/ 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
prelmunary examination was carried out on the basis of the sequence listine- 

contained m the international application in printed form 

filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

□ ^tr^^nTaX^^nt^mr^^^ beyond the disclosure .n the 
n teen'Ehed.*^* *^ infommtion recorded m computer readable fonn .s identical to the writen sequence hstmg has 

4 fxl The amendments have resulted in the cancellation of; 



0 



the description, pages NONE 



the claims, Nos 



NONE 



the drawings, sheets/fig NONE 



□ This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70 2(c)) *• 
* fn'',f^i^^J^ f have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 

aA ?7) ""^''^'^^'^'^ ""^ '''' 'Ms report Lee they do not c^tZn alll^^JiltTiR^s W^^^ 

""""'"'"f^ '"^f* amendments must be referr ed to under iten, 1 and annexed ,n this report. 



Form PCT/IPEA/409 (Box I) (July 1998)< 



INTERNATIONAL PRELIMINAEY EXAAHNATION REPORT 



International application No. 
PCT/USOO/20400 



1. Statement 

Novelty (N) 



Inventive Step (IS) 



Claims i 1 



Claims NONE 



Claims 



Claims NONE 



YES 
NO 

YES 
NO 



Industi-ial Applicability (lA) 



Claims 
Claims 



1-4-1 



NONE 



YES 
NO 



2. citations and explanations (Rule 70.7) 

Claims 1-41 meet the criteria set out in PCT Article ss/^PWa.N 

specifically claimed mutations in the CTScIet AccorditS; tU ''"f" '''''' '""'^'-^ ^he 

acids which specfically hybridize to the statfd Lta ed SnuciraTid"' 7^ °' 

specifically claimed proteins co.nnri.lno. ...^ _ ' 7 P"""" ^' ^oes not teach or suffffest the 

specific for said proteins. ^ sequences or antibodies which are immunologically 



NONE 



NEW CITATIONS 



Form PCT/IPEA/409 (Box V) (July 199S)* 



INTERNATIONAl. PRELEVnNARY EXAMINATION REPOBT 
VIII. Cenain observations on the international application 



International application No. 

PCT/USOO/20400 



^z:^:z ro;^;:t;.::.: ""^ - '-^-^ -"<^'^ « -^i- 

encoded by a mutated CTSC nucleic ac.d. wherein said nucleic acid contains a mutation as set7or!h iTTable 7^ ' 



Form PCT/1PEA/409 (Box VIII) (July 1998)* 



INTERNATIONAL PRELEVCmAIlY EXAMINATION REPORT 



International appJication No. 
PCT/USOO/SO+OO 




Form PCT/IPEA/.09 (Supplemental Box) (July l^^s^ 



I'com rlu" 

IN'TKKXA'riOXAL IMUOLI M I N A H ^' X A M I \ I .\( ; A I "il lOIU TV 



1' 



lo; KA'I'II[.Kl-:X n. lUCAlT 

I^AXX. rn)KKMAX. 1 iKKin-:!.!. AXl) SKIIJ.MAX 

lMIII,Ani-:LPlIIA. PA UMOM-j.JOT 


PCT 

xoriiqcA^nox of i iiAxsMriMWL of 

I VI i: 1 1 NAT I ox A i: Vll E\ J I MIX A 1 \ Y 
EX A MIX An ON ui: vovvv 

(PCr Rule 71.1) 


I~^«'l t(' of \ I '1 1 1 1 M 

(v/^r./^.o/,.':/;/,..;:;) 1 4 !V1 A R Z 0 0 Z 


Applicant's or agent's flic rcfcrcnre 




1 M PC in A N'V NO ri !• 1 C A'i'I O N 


Inrenintional application No. 
PCT/L:S00/20400 


International filint!: <l.'itf (any/ man iJt Avar) 
\27 .]VLY JOOO 


Pj-iority Oato (day/mnnUi/war) 
'J7 .\V\^\ |,'J9;> 


Applicant ' 

WAKE FOREST UNIVERSI'I 



2. 



The appUcaat is hereby uotlfied tt.at this luteruatioual Pie.li.ni..uuy E.x;M,.mu,g Authority trausmits herewith 
the Luternataoiial pi-eluiiuu-uy examination report :uicl its a.iuex«5, if any, established on the i.ute,i,atioi.al 

A copy of tlie report and its annexes, if ajiy. is being trausiuittecl to the luteruational Bateau for- 
fommiuucation to alj ttie elected Offices. i uiiitaii loi 

J -.1 

r~;'Z!f,!r'r' f "r^'n ^-''^''-''i''-'' "i" I" Wan Ifin^iish .'.,u.sla.i«nM.r 

tiie lepoit (bnt not ol any annexes) and will liausuiil. such Iranslatiori (o those Ori lces " " 



REMINDER 



The ai^)Iic:uit must enter the national phase before each elecle.l Office by peiformlrif. certa,!,', acts (til ins. 
hai .s alio,,s aiK paying national fees) within 30 months f.on, the priority date (or later in some Offic<^)(.A:rlicle 
.i.J(J))(see also the leimnder sent by the Interualional Bnrean wiUi Form PCT 113/901). - • 

' I J 

Where a translatdon of the ijiteruatlonaJ application must be liuiiished lo an elerled Office thai ti-uisi uibu 
mast contain a translation of any annexes to the international pi-eliiu inai-v t>xaini,uit.ioi. rep4l. It i. the 
applicants responsibility to prepare and fnruish snch translation dix-ectly to each elected Orncejconceri.e.l. 

i-Jr l iirf her details on the applicable time limits and rerpiiremenls of the eleclejt Offices, see Vohune IT of the 



.Name ntid lunilini;- address of tlio IiM-:A/rS ^ 




lu)n /.(,'fl t)f"ticcr / • • r 


Commi.ssinruT of P.-d^'iiLs ;i.ti<l 'l'r:uli'in;n k.s / 














Wa.sh illicit. 11. D.C. :i():i:U I 








FacsimiU' .Xo. (to.'J) .'305-.'5'J30 


■^oyjphone No. (TO.s) .'Jos- 1 '2.'J5 ^ .( > 





Form PCr/IPFA/MG (July 199'2)*- 





INTERNATIONAL SEARCH REPORT 


International application No. 






PCT/USOO/20+00 



A. CLASSIFICATION OF SUBJECT MATTER 

IPq?) :C12Q 1/68: Cl«P 19/34; C07H 21/04; C07K 14/435, 16/18; GOlN 33/53 



US CL :43£/6, 7.1. 01.9; 536/83.5. 94.31, 84.33; 530/350, 388.1 
According to International Patent dwification (IPC) or to both national classification and IPC 

a FIELDS SEARCHED 

Minimum documentation seirched (classification system followed by classification symbols) 

U.S. : 435/6. 7.1. 91.8; SSe/25.5, 84.51, 24.33; 530/350, 388.1 

Documentation searched other than minimum documentation to the extent that such documents are included in the fields 

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
Please See Extra Sheet. 



C DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


X,P 
Y,P 


TOOMES et al. Loss-of-fiinction mutations in the cathq>sin C gene 
result in periodontal disease and palmoplantar keratosis. Nature 
Genetics. December 1999, Vol. 23, pages 421-424, especially Table 
2* 


1,2 

11-24, 26, 35-41 


X,P 
Y,P 


HART et al. Mutations of the cathepsin C gene are responsible for 
Papillon-Lefevre syndrome. Journal of Medical Genetics. December 
1999, Vol. 36, pages 881-887, especially page 885. 


I- 3, 5-7 

II- 24, 26-27, 29- 
31, 35-41 


X,P 

Y,P 


HART et al. Haim-Munk syndrome and Papillon-Lefevre syndrome 
are allelic mutations in cathepsin C. Journal of Medical Genetics. 
February 2000, Vol. 37, pages 88-94, especially pages 92-93. 


I- 4 

II- 24, 26-28, 35- 
41 



□ 

Further documents are listed in the continuation of Box C. See patent family 



Uter docomeok ^bluh«d ail«i the intoniationU filing daia or priorilj 
AMto And not in conflict witb the application but cited to uuderatjuid 
the piinciplfl or theoiy naderlTing tbe invention 

docanwnt of pa-iticnUr nlevMiGe: the cUiimid ■nmitimi u«nii.rf K*- 
conaidand novel oreunot be conudeied to involve an inventive 
wben tiw docament is taken aloue 

doeunieut of particular t«levAUf;«: ilie 4:laim«d iHv<;Mii«Hi 'muMMt 
cooudemd to involve aa iuveotive fttap wbaa the doc;iiiii«t(ii is. i:«Miil>irm<l 
with ooe or more other such dociintenta. such comlMiiatind beini; 
obvioiu to a |KKon skilled in iIik art 

docament oiember of tbe same patent faiiiil/ 



Date of the actual completion of the international search 
37 NOVEMBER SOOO 


Date of mailing of the international search report 

27DEC_gpOO 


Name and mailingr address of the ISA/US 
Commissioner of Patents and Tiademaiks 
Box PCX 

Washington, D.C. 20231 
Facsimile No. (703) 505-3SS0 


Authorized '>^''^r\pf<. M/lA^f<>^ 

CarU Myers ^"^7 ^'^'^ ^Xl-'l— - 
Telephone No. (n^) sos-isss Cj 



Form PCT/ISA/SIO (second sheet) (July 1998)* 



Special Mtegnriet of cited 



B geneiBl state of ths aiC whieh i» net oonaideied 
to be of peHienlAv lekvaaoe 

euUer doeaneat iwblfalmd en or aflei the intomationat 

"li* doeaaMBft whish bboj thiov doabte on piioiitr elaiaKa) or which is 

cited to MlaUiah Ihe poblicatton date of anotfaet cilstion or other 
i^aeia nasoD (as specifiBd) "T- 

"O" doenaient le&niBg to aa onl disclcsme, use. exhibition or other 

"F" doenmt pdUiBhed piiar to the intamatfooal fiUne dale bnt Uter w^. 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/USoo/ao40o 



B. FIELDS SEARCHED 

Electronic data bases consulted (Name of data base and where practicable terms used): 
WEST: US. EP, JP, WO Patents; DIALOG: Medline, CA. Biosis. Embase, SciSearch 

search terms: CTSC or cathepsin C or dipeptidyl aminopeptidase and mutation or polymorphism or deletion 



Form PCT/ISA/SlO (extra sheet) (July 1998)« 



COOPERATION TR 



wo 01/07663 
PCT/USOO/2040C 



From the INTERNATIONAL BUREAU 



PCT 

NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1(c), first sentence) 



To: 



RIGAUT, Kathleen, D. 

Dann, Dorfman, Herrell and Skillman 

Suite 720 

1601 Market Street 
Philadelphia, PA 19103-2307 
ETATS-UNIS D'AMERIQUE 



Date of mailing (day/month/year) 
01 February 2001 (01.02.01) 




Applicant's or agent's file reference 
WFU 99-35 


IMPORTANT NOTICE 


International application No. 
PCT/USOO/20400 


international filing date (day/month/year) 
27 July 2000 (27.07.00) 


Priority date (day/month/year) 

27 July 1999 (27.07.99) 


Applicant 

WAKE FOREST UNIVERSITY et a! 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

AU,KP,KR,US 

In accordance with Rule 47.1(c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

AE,AG,AL,AM,AP,AT,AZ,BA,BB,BG,BR,BY3Z,CA,CHXN,CR,CU,CZ,DE,DK,DM,DZ,EA,EE,EP,ES, 

FI,GB,GD,GE,GH,GM,HR,HUJD,ILJNJSJP,KE,KG,KZ,LaLK,LR,LS,LT,LU,LV,MA,MD,MG,MK^ 

MTsLMW 

The communication will be made to those Offices only upon their request. Furthermore, those Oitices do not require the 
applicant to furnish a copy of the international application (Rule 49.1 (a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
01 February 2001 (01.02.01) under No. WO 01/07663 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important Information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 



The International Bureau of WlPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No. (41-22) 740.14.35 



Authorized officer 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/308 (July 1996) 



3796757 




1 
I 

DANN, DORFMAN, HERRELL AND SKILLMAN 

A Professional Corporation 

1601 Mafiket Street ■ Suite 720 • Philadelphia. PA • 19103-2307 
Phone (21 5) 563-41 00 • Fax (215) 563-4044 



COMMISSIONER OF PATENTS 
AND TRADEMARKS 
WASHINGTON, DC 2 0231 


DATE OF MAILING 
25 January 2002 


BOX PCT 


APPLICANT'S OR AGENT'S FILE REF. 
WFU. 99-35 


IDENTIFICATION OF THE INTERNATIONAL APPLICATION 


INTERNATIONAL APPLICATION NO. 
PCT/USOO/20400 


INTERNATIONAL FILING DATE 
27 July 2000 


APPLICANT (name) 

WAKE FOREST UNIVERSITY 


TRANSMITTAL OF LETTER TO THE UNITED 
DESIGNATED/ELECTED OFFICE (DO/EO/US) 


STATES 



CERTIFICATE OF MAILING BY EXPRESS MAIL UNDER 37 C.F.R. §1,10 



NO. OF EXPRESS MAIL LABEL EL676443155US 

DATE OF DEPOSIT WITH POSTAL SERVICE January 25. 2 002 

I hereby certify that this paper or fee is being deposited with the United 
States Postal Service "Express Mail Post Office to Addressee" service under 37 C.F.R, 
§1.10 on the date indicated above, and is addressed to the COMMISSIONER OF PATENTS, BOX 
PCT, Washington, DC 20231-0001. 



Jane C . Bogan 



Name of Person Mailing Paper or Fee Signature of Persoix MailaAig Paper or Fee 




?ersoix MailiiiiQ Pap< 



